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Test Facility: Accuratus Lab Services
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Eagan, MN 55121

Protocol Title:

Protocol Number:

Project Number:

Modifications to Protocol:

Food Contact Sanitizer Test Method for Towelettes

GJt01092817.FCST

A24189

per Sponsor's request, the protocol is amended to allow additional testing of Lot

2017-JigSAW-008-1 with the following changes:

Exposure time is 30 seconds.
6% organic soil load.
When wiping each carrier for the second time, the procedure will be performed wiping

left to right instead of uP and down.
An appropriate absorbance value will be targeted to meet the carrier population

acceptance criteria.

a.
b.
c.

d.

Changes to the protocol are accepted as noted

"/ffiStudy Director
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Food Contact Sanitizer Test Method for Towelettes

Test Organism(s):

Staphylococcus aureus (ATCC 6538)

PROTOCOL NUMBER

GJl01092817.FCST

PREPARED FOR/SPONSOR

GOJO lndustries, lnc.
One GOJO Plaza, Suite #500

Akron, OH 4431 1

PREPARED BY/TESTING FACILITY

Accuratus Lab Services
1285 Corporate Center Drive, Suite 1'10

Eagan, MN 55121

DATE

September 28, 2017

P RO PR I ET ARY I N FO RM AT I ON

THIS DOCUMENT IS THE PROPERTY OF AND CONTAINS PROPRIETARY INFORMATION OF ACCURATUS LAB SERVICES.

NEITHER THIS DOCUMENT, NOR INFORMATION CONTAINED HEREIN IS TO BE REPRODUCED OR DISCLOSED TO OTHERS, IN

WHOIC ON IN PART, NOR USED FOR ANY PURPOSE OTHER THAN THE PERFORMANCE OF TH¡S WORK ON BEHALF OF THE

SPONSOR, WITHOUT PRIOR WRìTTEN PERMISSION OF ACCURATUS LAB SERVICES.
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Food Contact Sanitizer Test Method for Towelettes

PURPOSE
The purpose of this assay is to determine the sanitizing efficacy of towelettes recommended for the treatment of hard,

non-porous surfaces which may come into contact with food. This method is in compliance with the requirements of
and may be submitted to, one or more of the following agencies as indicated by the Sponsor: U.S. Environmental

Protect¡on Agency (EPA) and Health Canada.

TEST SUBSTANCE CHARACTERIZATION
AccorOing [o 40 CFR, Part 160, Subpart F [160.105] test substance characterization as to ident¡ty, strength, purity,

solubility and composition, as applicable, shall be documented before its use in this study. The stability of the test

substance shall be determined prior to or concurrently with this study. Pertinent information, which may affect the

outcome of this study, shall be communicated in writing to the Study Director upon sample submission to Accuratus

Lab Services. Accuratus Lab Services will append Sponsor-provided Certificates of Analysis (C of A) to this study

report, if requested and supplied. Charâcterization and stability studies not performed following GLP regulations will

be noted in the Good Laboratory Practice compliance statement.

SCHEDULING AND DISCLAIMER OF WARRANTY
fxperimentál start dates are generally scheduled on a f¡rslcome/first-serve basis once Accuratus Lab Services

receives the Sponsor approved/completed protocol, signed fee schedule and corresponding test substance(s).

Based on all required materials being rece¡ved at th¡s t¡me, the Eoposed exper¡mental start date is October 12,2017 .

Verbal results may be given upon completion of the study with a written report to follow on the plgpqsggl completion

date of November 9,2O17. To expedite scheduling, please be sure all required paperwork and test substance

documentation is complete/accurate upon arrival at Accuratus Lab Services.

lf a test must be repeated, or a portion of it, due to failure by Accuratus Lab Services to adhere to specified
procedures, it will be repeated free of charge. lf a test must be repeated, or a portion of it, due to failure of
internal controls, it will be repeated free of charge. "Methods Development" fees shall be assessed, however, if
the test substance and/or test system require modifications due to complexity and difficulty of testing.

lf the Sponsor requests a repeat test, they will be charged for an additional test. Neither the name of Accuratus
Lab Services nor any of its employees are to be used in advertising or other promotion without written consent
from Accuratus Lab Services.

The Sponsor is responsible for any rejection of the final report by the regulatory agencies concerning report

format, pagination, etc. To prevent rejection, Sponsor should carefully rev¡ew the Accuratus Lab Services final

report and notify Accuratus Lab Serv¡ces of any perceived deficiencies in these areas before submission of the

report to the regulatory agency. Accuratus Lab Services will make reasonable changes deemed necessary by the
Sponsor, without altering the techn¡cal data.

JUSTIFICATION FOR SELECTION OF THE TEST SYSTEM
negulatory agencies require that a specifìc organism claim for a sanitizer intended for use on food contact surfaces

be iupported by appropriate scientifìc data demonstrating the efficacy of the san¡tizer against the claimed bacteria.

This is accomplished by treating the target bacter¡a w¡th the sanitizer (test substance) under conditions which simulate

as closely as possible, in the laboratory, the actual conditions under which the sanitizer is designed to be used. For

saturated towelette sanitizer products intended for use on food contact surfaces, a carr¡er meihod is used in the
generation of the supporting data. Regulaiory agencies recommend that three lots of product be tested against

Staphytococcus aureus and Escherichia coli minimally, on smooth stainless steel or glass and rough textured plastic

surfaces treating at least 4 square feet per towelette. Sanitizing efficacy should be demonstrated within 30 seconds of

exposure. The exper¡mental design in this protocol meets these requirements. Health Canada requires the product

be a broad spectrum or hosp¡tal grade disinfectant before sanitizer claims may be made.

Tenrplote: 330-GJI01 Rev.001 - Propdetary Infomat¡on -
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TEST PRINCIPLE
fest carr¡ers w¡lt fe inoculated with a test organism suspension and will be dried. Following drying, the carriers will be

treated with the pre-saiurated towelette and exposed to the test substance for the Sponsor specif¡ed exposure time.

After exposure, each carr¡er is neutralized and assayed for survivors. Appropriate initial suspension (time zero

analysisj, culture pur¡ty, sterility, carrier population and neutralization confirmation controls will be performed. The

current ievision of standard Operating Procedure CGT-0025 reflects the method used in this study.

TEST METHOD

Table 1

test organism(s) to used in this study was/were from the American Type

Tenplate: 330-GJI0 I Rev. 001 - P toqíeta ry I nlorm ation
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(ATCC), Manassas, VA.

Preparat¡on of Test Organism
ln a manner cons¡stent w¡th the AOAC Germicidal and Detergent Sanitizing Action of Disinfectanis method, streak

a loopful of a thawed cryovial of stock organism broth culture to a Nutrient agar A slant medium. lncubate at

35-37'C for 24È2 hours.

For the f¡nal test culture, add up to 5 mL of Phosphate Buffer Dilution Water (PBDW) to the Nutr¡ent Agar A slant,

following incubation. Using a sìerile loop, dislodge growth from the agar surface. Collect the mixture and transfer

to a ves-sel containing 99 mL of PBDW and mix thoroughly. lnoculate Nutrient Agar B plates (a minimum of 10 is

recommended for thè test) using 200 ¡.rL of culture, spreading the inoculum to create a lawn of growth. lncubate

the plates at 35-37"C for 24t2 hours'

Following incubation, add up to 5 mL of Phosphate Buffered Saline + 0.1% Tween 80 to each plate. Using a

sterile roä/plate spreader, gently dislodge the culture from the agar surface. Avoid disrupting the agar. Collect

and combine the culture, ihen'm¡x thoroughly. Filter the collected culture through sterile Whatman #2 filter
paperwedpusing a vacuum source. Standardize the culture (see modification #1 for target concentrat¡on).

ÀpþticaUte culiure dilutions will be prepared using PBDW. An organic soil load will be added to the test culture

pei Sponsor's request. The final test culture wlll be mixed thoroughly prior to use.

Carriers
Sponsor provided carriers (textured plastic or glass) will be used for testing. Each carrier is approximately 12" x 12" in

si)e. foùr carriers wlll be tested pei test subitance/organism to represent approxìmately 4 square feet. Carriers will

be sterilized prior to use.

Gontamination of Carriers
Each test and control carrier will be individually inoculated with culture in a drop-wise fashion, 5 ¡lL aliquots in

S rows, for a total of 125 lJL. The inoculum w¡ll then be spread over the inoculated surface using a sterile plate

spreader or loop. The inoculation procedure will be repeated until all carriers in the set have been inoculated The

cärriers will be ioosely covered and allowed to dry for 3011 minutes at 30È5'G. The actual dry¡ng conditions will be

clearly documented.

Preparation of Test Substance
Towelettes (wipes) saturated with test substance will be supplied by Sponsor. Prior to test¡ng, 3 w¡pes w¡ll be

dispensed aàO'¿¡sóarOeOPlf a wipe canister has not been used within 2 hours, 3 additional wipes will be discarded.

Exposure Conditions
OnL towetette will be used to treat a set of four inoculated and dried carriers using a new area of the folded wipe

per carr¡er. The entire surface (-12" x -12") of each carrier will be wiped. Triplicate sets carriers will be treated

þer test lot, using a new wipe for each set of 4 carriers. Following wiping, each carrier will be allowed to expose

for the exposure time at room temperature.

*'Åí,',lii:i xF ua,t bc,'icor)¿d ,,r nccá¿d t'tt to'tt't'l

lncubation ParametersDesignation # Growth MediumTest Organism

35-37"C, aerobicNutrientAgarA&B6538Staphylococcus aureus
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Test System Recovery
For the treated carrieré- Following the exposure period, each carrier will be placed ¡n separate sterile bags with

5OO mL of appropr¡ate ne¡¡tralizer. Gently mix each bag by hand to ensure full elution of the organism films for

approximateiV 2 minutes.OFeHen¡ìng"-neu@it¡t'e-prep-are*. Duplicate 1.0 mL

ai¡öuots of the 100 dilution will be plated. ¡n addit¡on, neutralizer (2 volumes, see modification 2) will be

transferred to ster¡le O.2-0.45 pm filter apparatus systems pre-wetted with 10 mL ster¡le dilueni and will be filtered.

Each filter will be rinsed using >50 mL of sterile diluent. The filters will be removed and placed onto the surface of

agar plates appropriate for recovery of the organism.

lncubation and Observation
Thesubcultureplates.andcontrolswill beincubatedfor4Bx2hoursunderiheconditionslistedontablel. Following

incubation, the subcultures will be vlsually examined for growth. lf necessary, the subcultures may be placed at

2-8'C for up to three days prior to examination.

Representative subculture plates showing growth will be stained and/or biochemically assayed to confirm or rule

oui the presence of the test organism. Additional subcultures may be performed if necessary'

WP
lnitial Suspension Control (Time Zero Analysis)
ln order to evaluate the t¡ter of culture delivered onto each test and control carr¡er as a time zero analysis, each

prepared test organ¡sm suspension will be serially diluted using a sterile d¡luent. A 0. 1 mL allquot of appropr¡ate

äilri¡on. will be plated, in duplicate. The plates will be incubated as in the test. Following incubation, the plates

will be visually observed and enumerated to determine CFU per mL delivered onto each carrier. This control is
performed and reported for informational purposes only.

Purity Gontrol
A "stieak plate for isolation" will be performed on each test organism suspension. Following incubation, the

plates will be examined in order to confirm the presence of a pure culture. The acceptance criterion for th¡s study

control ¡s a pure culture demonstrating colony morphology typical of the test ofganism.

Organic Soil Load Sterility Contro
priãr to or concurrent with iesting and if applicable, the serum used for the soil load will be added to a tube of Fluid

Thioglycollate medium, incubateà, and visually examined for lack of growth. The acceptance criterion for this study

control is lack of growth.

Neutral¡zer Ster¡l¡ty Control
pr¡or to or concurrent with testing, a representative sample of uninoculated neutralizer (1.0 mL) will be spread plated

on appropriate agar. The ptate will be incubated and visually examined. The acceptance cr¡ter¡on for this study

control is lack of growth.

Templdte: 330-GJI0l Rev. 001 - Prcpìetary lnformation -
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Carrier Population Control
Four carrieis per carrier type/organism w¡ll be inoculated and dr¡ed as in the test. Follow¡ng drying, the first carrier

in the set wili be neutraùzed in 500 mL of neutralizer and mixed as in the test. Following mixing, aseptically

remove the first carrier and discard, then transfer the second carrier to the bag and mìx again. Repeat the same

procedure for the 3rd and 4th carrier. The neutralize*d subcultures will be serially diluted and spread-plated using

¡rpl¿;i¿ 0.1 mL aliquots of dilutions tSlftTûúS¡TOÍ.@
tÛ'a +Aroaih t|-t

Th¡s control is used for calculating reductions ðbserved in the test. The acceptance criterion for this study control

is (see modification 3).

ùÀrtor¿à lor clan'\, ttø ser'î( Ái I *!íons ne¿/¿¿ þß l0' I k ì7

@rya"t l pr Q4l-,1 t nn,'l t+s to1t1"7

l2BSCorporateCenterDr¡ve,Su¡te110.Eagan,MN5512l ta77.2a7.A378.651.379.5510.w.âccuratuslabscom

1285 Corporate Center Drive, Suite 1 1O . Eagan, MN 55121 877 .287 .8378 651 .379.5510 www.accuratuslabs.com



Project No.424189

Protocol Number: GJl01 09281 7.FCST

GOJO lndustries, lnc.

Page 29 of 35
AGGURATUS_LAB SERVICES_
THE ANTIMICROBIAL AUTHORITY#

Protocol Number: GJl0l0928l7.FCST GOJO lndustr¡es, lnc.

Page 5 of 11
ACCURATUS

ì-AtJ S:^.RViCLS

Neutral¡zation Confirmation Control
This control may be performed prior to or concurrent wiih testing. An uninoculated carrier will be wiped as in the test

and neutral¡zed in 500 mL of neutralizer. The neutralized material will be mixed and 50 mL will be distributed between

each test organism dilution evaluated. Each distributed aliquot of neutralized material will be inoculated with a low
Ievel of test organism to target approximately '100 CFU of neutralized material and mixed. The entire contents will

then be transfened to individual sterile 0.2-0.45 ¡.rm filter apparatus system pre-wetted with 10 mL sterile diluent. The

sample will be fìltered, r¡nsed and plated as in the test.

A numbers control will be performed by filter plating an identical aliquot of the test organism. All resulting plates will

be incubated as in the test and enumerated. The acceptance criter¡on for this study control is growth within I logl6of
the correspond¡ng numbers control.

PROCEDURE FOR IDENTIFICATION OF THE TEST SYSTEM
Accuratus Lab Services maintains Slandard Operating Procedures (SOPs) relative to efficacy testing

studies. Efficacy testlng is performed in strict adherence to these SOPs which have been constructed to cover all

aspects of the work including, but not l¡m¡ted to, rece¡pt, log-in, and tracking of biological reagents including test

organism strains for purposes of identlfication, receipt and use of chemical reagents. These procedures are designed

to document each step of efficacy testing studies. Appropriate references to medium, batch number, etc. are

documented in the raw data collected during the course of each study.

Add¡tionally, each efficacy test is assigned a unique Project Number when the protocol for the study is initiated by the

Study Director. This number is used for identifìcation of the test subcultures, etc. during the course of the test. Test

subcultures are also labeled with reference to the test organism, experimental start date, and test
product. Microscopic and/or macroscopic evaluations of positive subcultures are performed in order to confirm the

identity of the test organism. These measures are designed to document the identity of the test system.

@:NA

STUDY ACCEPTANCE CRITERIA

Test Substance Performance Criteria
The efficacy performance requirements for non.residual sanitization of hard, inanimate, food contact surfaces using
pre-saturated towelettes state that a sanitizer must show at least a 99.999% (5 log.¡¡) reduction of the test organism

over the total treated area within 30 seconds on each canier iype.

Gontrol Acceptance Cr¡teria
The study controls must perform according to the cr¡ter¡a detailed in the study controls description section. lf any of
the control acceptance criteria are not met, the test may be repeated under the current protocol. lf the population

control fails to meet the minimum requirement and growth is observed on the test plates, no repeat testing ¡s

necessary.

lf any port¡on of the protocol ¡s executed incorrectly warranting repeat testing, the test may be repeated under the

current protocol number. lf the population control fails to meet the minimum requirement or if the neuiralization

control acceptance cr¡ter¡a is not met and the study fails to meet the efficacy requirements, repeat test¡ng is not

required.

REPORT
The report w¡ll ¡nclude, but not be l¡mited to, identification of the sample, date received, initiation and completion

dates, identifìcation of the organism strains used, description of media and reagents, description of the methods

employed, tabulated results and conclusion as it relates to the purpose of the test, and all other items required by
40 CFR Paft 160.185.

Template: 330-GJI0| Rev. 00 I - Prop ñ et ary I nfomat¡ on -

l2BSCorporateCenterDrive,SuitellO . Eagan,MN5512l . A77.2A7.837A ¡ 651 .379.5510 . w.aæuralusìabs.com

128SCorporateCenterDrive,Suite110.Eagan,MN55121 '877.287.8378 651.379.5510 www.accuratuslabs.com



Project No.424189

Protocol Number: GJl01 09281 7.FCST

GOJO lndustries, lnc.

Page 30 of 35
ACGURATUS_LAB SERVICES_
THE ANTìMICROBIAL AIITHOBITYffi

Protocol Number: GJl01092817.FCST

PROTOCOL CHANGES
lilt becomes necessary to make changes in the approved protocol, the revision and reasons for changes will be

documented, reported to the Sponsor and w¡ll become a part of the permanent file for that study. Similarly, the

Sponsor will be notified as soon as possible whenever an event occurs that may have an effect on the validity of
the study.

Standard operating procedures used in this study will be the correct effective revision at the time of the work. Any
minor changes to SOPs (for this study) or methods used will be documented in the raw data and approved by the

Study Director.

TEST SUBSTANCE RETENTION
il ¡s ttre responsibility of the Sponsor to retain a sample of the test substance. All unused test substance w¡ll
be d¡scarded following study completion unless otherwise indicated by Sponsor.

RECORD RETENTION

Study Specific Documents
All of the original raw data developed exclusively for this study shall be archived at Accuratus Lab Services for a

minimum of five years for GLP studies or a minimum of six months for all other studies following the study

completion date. After this time, the Sponsor (or the Sponsor Representative, if applicable) w¡ll be contacted to

determine the final disposition. These original data include, but are not limited to, the following:

1 . All handwritten raw data for control and test substances including, but not limited to, notebooks data,
forms and calculations.

2. Any protocol amendments/deviation notifications.
3. All measured data used in formulating the final report.
4. Memoranda, specifications, and other study specific correspondence relat¡ng to interpretation, and

evaluation of data, other than those documents contained in the f¡nal study repod.
5. Original signed protocol
6. Certified copy of final study report.
7. Study-specific SOP deviations made during the study.

Facility Specific Documents
The following records shall also be archived at Accuratus Lab Services. These documents include, but are not

l¡mited to, the following:

1. SOPs wh¡ch pertain to the study conducted.
2. Non study-specific SOP deviations made during the course of this study which may affect the results

obtained during this studY.
3. Methods which were used or referenced in the study conducted'
4. QA reports for each QA inspection with comments.
5. Facil¡ty Records: Temperature Logs (ambient, incubator, etc.), lnstrument Logs, Calibration and

Maintenance Records).
6. Current curr¡culum v¡tae, training records, and job descriptions for all personnel involved in the study.

Templqte: 330-GJI0 I Rev. 00 I - P rcp ri eta ry I nformat¡o n -
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DATA ANALYSIS

Calculations:
Percent and log10 reductions will be determined for the treated surfaces based on the population control.

lnitial Suspension Control

CFU/mL= (averaqe number colonies/plate @ dilution) x (dilution factor)
(volume plated in mL)

Test Results and Carr¡er PoÞulation Control (CFU/carier):

CFu/carrier = (averaqe number colonies/plate @ dilution) x (dilution factor) x (volume of neutralizer in mL)
(volume plated orfiltered in mL)

Total Test Survivors = CFu/Carrierr + CFU/Carrierz + CFU/Carriera + CFU/Carrierq
Total Carr¡er Population= CFU/Carrier (4 combined)
When adding CFU/carrier results together, round the final value using the CFU/carrier result with the most digits.

Loq.l! and Percent Reductions

Logl¡ reduct¡on = Logro Ootal Carrier Populat¡on) - Logl¡ (Total Test Survivors)

Percent reduction = [(a - b) / a] x 100

where:
a = Total Carrier Population
b = Total Test Survivors

Statistical Analysís:
None used.

Tentplate: 330-GJI0 I Rev. 00 I - Ptoqietary lnformat¡on -

i2B5CorporateCenlerDrive,Suitell0 . Eâgan,MN55121 . a77.2a7.837a. 651.379.5510 . w.aæuratudâbs.com

1285 Corporate Center Drive, Suite 110 Eagan, MN 55121 ' 877.287.8378 651.379.5510 www.accuratuslabs.com



Project No.424189

Protocol Number: GJl01 09281 7.FCST

GOJO lndustries, lnc.

Page 32 of 35
AGGURATUS
-LAB SERVICES_
ÏHE ANIIMICROBIAI AUTHORITY#,

Protocol Number: GJIû1 0928l7.FCST GOJO lndustries, lnc.

PageBofll ffi'^or#HîH
STUÐY INFORMATION

(AIl blank sect¡oûs âre cañpleted by the Sponsor or Spon sor Representatíve as l¡nkêd to lheîr slgneture, unlesç otherwisê noted )
Teat $ubstance {Name & Batch Numbers exactly as it should äppaðr on f¡nâl røporl}: Xrror"¿ 6r clar,l,| llstùtt-t?
201 7-JigSAW:û0.8: Batches 2017-JioSAW-008-1 . 201 7-Jiq.SAW-008-2. åg{reÉ'Ì¡Ê-O08ó
Têsting al thê íower certiÍíed línit (LCL) is requircd for registration, no aged batch is necêss¿ry.

Pn¡ducl Þescription:
E Quatemaryammonia ü Peracetic acid Ê lodophor U Peroxide
fl Sodium hypochlorite 8l Olher Ethâñol

Approx¡matê Tosl Substance Active Concentrat¡on {upon submission to Accuratus Lab Sewices)l
-197o Ëthsnol

(This vâlue is used for neulralization planníng only- This value ¡s not húended to represent charaÇter¡zat¡on valuos.)

Nautralization/SubcultureBroth: n

Storagc Cond¡t¡ons:
EI Room Temperature
u 2-8"C

Hszards:
ül None known: Use Standârd Precautions
E Mater¡âl Safety Data Sheet, Attachedforeâch product
E As Follows:.------_.

Product Preparation
El No dilution required, Use as received (RTU)

Test Organism(s): Ø Staphylocaccus aureus (ATCC 6538)

Number of caníers: T¡iplícaie*s"gts of 4 oer batch

Exposure Timer_*-?35gçg¡dg-
Surfäce Type: 0 Gtass EI Rough {texlured) plastic ã Sta¡n¡ess steel

Total Surfacê Area: ø 4 cãri8rs to represent appmximâtely 4 squâre feet

Exposure Temperature: Room temperature ( 18-25'C) ."

Organic Soil Load:

EI Accuratus Lab $ervices' Discretion. 3y checking, the Sponsor authorizes
Accuratus Lâb Services, at lhei¡ discretion, to perfor"m neutralization
conflrmation assays at the Sponsor's expense prior to testing to determine
lhe mosl appropriate neulral¡zer. {See Fee Schedule).

Oroanic Soil
/õalfln

Load (Fotal Bov¡ne SeÍum in Organism Suspension)Øw
5%

Tcuplate: 33bGJÍ01 Rev. 001 - Propdetary lnlumal¡on -
1285CorporâteCentêrÞrive,Su¡le't10 . Eagan,ñ4N55121 .877.287.A37A. 651.379.5$10 . @.accu\atuslãbs.@m
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Wip¡ng Procedure: Wipes will be folded in half twice before use (sized to make close to an even square)

Ø Carrier I of 4: startinq from bottom left comer. wipe upwafd and back to start. then move over to lhe riqht one
toweleüe length and perform aqain. This will be done four total times to cover the entire canjer. takinq

-15 seconds. Then ff¡Þ the toweletle to use the othe¡ side and perform the same wipinq a second time. takinq
-'15 seconds (total w¡p¡ng t¡me þer canier is -30 seconds before the exÞosure t¡me starts).

Then for canÍer 2: open one fold of the wioe ar-rd fold the other direction. exoosinc hro unused sides. and wipe as
stated above. Next ooen the wipe completely. inverting and foldinq as in the beqinninq lo exoose unused sides
for wioino of carriers 3 and 4 as stated for the fìrst two cariers.

TËST, çUBSTANCE SHTPMENT SrAruS
(This sectíon ís far informational purposes only.)
El Test Substance is alreadv oresent at Accuratus Lab Servíces.
fl Test Substance has been or will be shipped to Accuratus Lab Services.

DateofexpectedreceiptatAccuratuSLabServices:g Test Substance to be hand-delivered (must arrive by noon at least one day prior to testing or other
anangements made with the Study director).

qoMPLTANCE
Study to be performed under EPA Good Laboratory Prâctice regulâtions (40 CFR Part 160) and in accordance to
standard operâting procedures.
EI Yes
[3 No (Non-GLP or Development Study)

REGULAÎORY AGENCYI$} IHAT MAY REVIEW DATA
EI U.S. EPA
t¡ Health Canâda

PBprocoL MoprFrcATroNs

Q Approved without modification
EI Approved with modification

Modificâtion 1: Tarqet 1,9x10^9 CFU/mL with 0.880 absorbance ât 620 nm

Modification 2: Filter 50 mL and 100 mL

Modification 3: Total recovery off 4 conlrol carriers at least 7.5 x 10^7 CFU

Supplemental lnformation Form Attâched - f,l Yes ül No

Soil 5% FBS

_(Wryttft,¡¿:öiln*:.f:"¿Jq:níL#,,tgf7.tes, 
úvcrríqtor ,¿ou¿hí¿mcen ant.tt*n u.tut*t\

PROTOCOL ATTACHMËNTS

TeüIilale: 330-GJI0| Ret'. 00 I - Ptopîlatary lnfqmat¡on -
l2BSCorporateCenterDrlve,Suìtel10 . Eagan,MN55121 . 47¡.287,8378. 651.379.5510 . wwãccuratuslabs.@m

l2SS Corporate Center Drive, Suite 110 Eagan, MN 55121 ' 877.287.8378 651.379.5510 .www.accuratuslabs.com
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T¡¡ST SUBSTAI¡C E CHARACTERTZAIIqN & SrASrLrly rESTt NG
[Vorification required per 40 CFR Part 160 Subpârl B (160.31 (dil.
B Chatacterizat¡on/Stability test¡ng ¡s not required (For Non-GLP or Development test¡ng only)

OR

Physical and Chemicãl Characterizãtion lldent¡tv. pur;tv. strenqth. selubiliLv. âs apol¡csble_Iof the test iotå

El Phy*ical & Chemical Characterization has been o¡ will be complêted prior to eff¡câcy testing.

Gl=P çompliance status of ohysical & chemical characterization testinS
E Testing was or will be performed following 40 CFR Pârt 160 GLP regulat¡ons
f,J Characterization has not been or will not be performed following GLP regulåt¡ons

Check ând com olete the follo!,!,inq,llãLgpplv:
8l A Certificate of Analysis {C of A) may be provided for eâch lot of test substance. lf provided, the C of

A will be appended to the report.
D Test¡ng hâs been or will be conducted ât Accuratus Lab Services under proloco' or s{udy #:

ä Test has been or will be conducted by another facility under protocol or study #:

u Physical & Chemical Characterization wãs not or will not be performed prior to eff¡cacy testing.

Ståbilitv Testinq of the formulat¡on

Q Stability test¡ng has been or w¡ll be completed prior to or concurrent wíth afticacy test¡ng.

GLP compliance siâfus of stãbitilv test¡ng:
(GLP complíance is required by 40 CFR ParÍ 16t)
EI Testing was or will be performed following 40 CFR Part 160 GLP regutations
E Stab¡¡ity têsting has noi been or wíll not be performed folfowing GLP regulations

Check and complete tho follow¡no thêt apÞlv:
O Testing hâs been or will be conducted ãt Accuralus Lab Services under protocol or study #:

fl Test has been or wit¡ be conducted by another facility under prolocol er study #:

u Stability testing was not or will not bê performed pr¡or lo or concurrent w¡th eff¡cacy test¡ng.

/f fesl subsfance characterization ar stability testing infarmatian îs not provided ar is not peúormed following GLP
regulations, this will be ìndioated in the GLP conpliance ôtatement of the final report.

1'ffiÍrlate: 330-GJI0| ßev. 001 - Propúelary hlqñêt¡on

1285CúporâleCe¡(êro.¡vs,Slite f 10. Eâgan,MNri'5121 .877,287.837a. 651,379.5510 . M.accurâtúslabs.com
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APPROVAL SIGNAJUREE

SPOIIÍSOR;

NAME: Ms. Rachel Leslie TITLE: Sr. Scienlist - Clinicsl

PHoN E:--f44Q)-4Ee:22þ9-- EMAIL: leslier(ôGOJO.com

For confrdentialíty purposes, study înformat¡on will be released only to the sponsor/representatíve sign¡ng the
protocol (above) unless other individuals are specifically author¡zed in writing to receive study informat¡on.

Other indMduats author¡zed ta receìve infa¡mat¡an rcgarding this sfudy.' I See Attached

Ac e u ratu s Laô Se¡vices;

DA

NAME: tlalffuu,l-l-hc W
Study Director

a¡r;c, /0'll-17

TmÐlate: 330-GJI0| Rev. o0l * PtopìeÍaty lníqmatìon -
jzgsCorpdâteCenterDdve,Su¡te110. Eagan,[¡N55121 t a77.287.A37A ¡ 651.379.5510. w.accuratuslabs.com
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